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(b) Classification. Class |I. The AC-
powered device and the battery-pow-
ered device are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter. The
battery-powered device is also exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[55 FR 48442, Nov. 20, 1990, as amended at 59
FR 63013, Dec. 7, 1994]

§886.1870 Stereoscope.

(a) ldentification. A stereoscope is an
AC-powered or battery-powered device
that combines the images of two simi-
lar objects to produce a three-dimen-
sional appearance of solidity and relief.
It is intended to measure the angle of
strabismus (eye muscle deviation),
evaluate binocular vision (usage of
both eyes to see), and guide a patient’s
corrective exercises of eye muscles.

(b) Classification. Class 1. The AC-
powered device and the battery-pow-
ered device are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter. The
battery-powered device is also exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[55 FR 48442, Nov. 20, 1990, as amended at 59
FR 63013, Dec. 7, 1994]

§886.1880 Fusion and stereoscopic tar-
get.

(a) ldentification. A fusion and stereo-
scopic target is a device intended for
use as a viewing object with a stereo-
scope (§886.1870).

(b) Classification. Class |. The device
is exempt from the premarket notifica-
tion procedures in part 807, subpart E
of this chapter. The device also is ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exception of
§820.180, with respect to general re-
quirements concerning records, and

§886.1930

§820.198, with

files.

[52 FR 33355, Sept. 2, 1987, as amended at 53
FR 35606, Sept. 14, 1988]

respect to complaint

§886.1905 Nystagmus tape.

(a) ldentification. Nystagmus tape is a
device that is a long, narrow strip of
fabric or other flexible material on
which a series of objects are printed.
The device is intended to be moved
across a patient’s field of vision to elic-
it optokinetic nystagmus (abnormal
and irregular eye movements) and to
test for blindness.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in part 807, subpart E
of this chapter. The device also is ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exception of
§820.180, with respect to general re-
quirements concerning records, and
§820.198, with respect to complaint
files.

[52 FR 33355, Sept. 2, 1987, as amended at 53
FR 35606, Sept. 14, 1988]

§886.1910 Spectacle dissociation test
system.

(a) ldentification. A spectacle disso-
ciation test system is an AC-powered
or battery-powered device, such as a
Lancaster test system, that consists of
a light source and various filters, usu-
ally red or green filters, intended to
subjectively measure imbalance of ocu-
lar muscles.

(b) Classification. Class 1. The AC-
powered device and the battery-pow-
ered device are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter. The
battery-powered device is also exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[55 FR 48442, Nov. 20, 1990; 55 FR 51799, Dec.
17, 1990, as amended at 59 FR 63013, Dec. 7,
1994]

§886.1930 Tonometer and accessories.

(a) ldentification. A tonometer and ac-
cessories is a manual device intended
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§886.1940

to measure intraocular pressure by ap-
plying a known force on the globe of
the eye and measuring the amount of
indentation produced (Schiotz type) or
to measure intraocular tension by
applanation (applying a small flat disk
to the cornea). Accessories for the de-
vice may include a tonometer cali-
brator or a tonograph recording sys-
tem. The device is intended for use in
the diagnosis of glaucoma.

(b) Classification. Class I1.

§886.1940 Tonometer sterilizer.

(a) ldentification. A tonometer steri-
lizer is an AC-powered device intended
to heat sterilize a tonometer (a device
used to measure intraocular pressure).

(b) Classification. Class I.

[55 FR 48443, Nov. 20, 1990]

§886.1945 Transilluminator.

(a) ldentification. A transilluminator
is an AC-powered or battery-powered
device that is a light source intended
to transmit light through tissues to aid
examination of patients.

(b) Classification. Class | for the bat-
tery-powered device. Class Il for the
AC-powered device. The battery-pow-
ered Class | device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter.

[55 FR 48443, Nov. 20, 1990, as amended at 59
FR 63013, Dec. 7, 1994]

Subpart C [Reserved]

Subpart D—Prosthetic Devices

§886.3100 Ophthalmic tantalum clip.

(a) Ildentification. An ophthalmic tan-
talum clip is a malleable metallic de-
vice intended to be implanted perma-
nently or temporarily to bring to-
gether the edges of a wound to aid
healing or prevent bleeding from small
blood vessels in the eye.

(b) Classification. Class Il.

§886.3130 Ophthalmic conformer.

(a) ldentification. An ophthalmic con-
former is a device usually made of
molded plastic intended to be inserted
temporarily between the eyeball and
eyelid to maintain space in the orbital
cavity and prevent closure or adhesions
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during the healing process following
surgery.
(b) Classification. Class I1.

§886.3200 Artificial eye.

(a) ldentification. An artificial eye is
a device resembling the anterior por-
tion of the eye, usually made of glass
or plastic, intended to be inserted in a
patient’s eye socket anterior to an or-
bital implant, or the eviscerated eye-
ball, for cosmetic purposes. The device
is not intended to be implanted.

(b) Classification. Class |I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter if the device is made
from the same materials, has the same
chemical composition, and uses the
same manufacturing processes as cur-
rently legally marketed devices.

[61 FR 1124, Jan. 16, 1996]

§886.3300 Absorbable implant (scleral
buckling method).

(a) lIdentification. An absorbable im-
plant (scleral buckling method) is a de-
vice intended to be implanted on the
sclera to aid retinal reattachment.

(b) Classification. Class II.

§886.3320 Eye sphere implant.

(a) Identification. An eye sphere im-
plant is a device intended to be im-
planted in the eyeball to occupy space
following the removal of the contents
of the eyeball with the sclera left in-
tact.

(b) Classification. Class I1.

§886.3340 Extraocular orbital implant.

(a) ldentification. An extraocular or-
bital implant is a nonabsorbable device
intended to be implanted during scleral
surgery for buckling or building up the
floor of the eye, usually in conjunction
with retinal reattachment. Injectable
substances are excluded.

(b) Classification. Class I1.

§886.3400 Keratoprosthesis.

(a) ldentification. A keratoprosthesis
is a device made of plastic intended to
be implanted to replace the central
area of an opacified natural cornea of
the eye to maintain or restore sight.

(b) Classification. Class 1.
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